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DETAILED ACTION 

Claim Rejections - 35 USC §112 

The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 1-45 are rejected under 35 U.S.C. 112, first paragraph, as failing to 
comply with the enablement requirement. The claim(s) contains subject matter which 
was not described in the specification in such a way as to enable one skilled in the art to 
which it pertains, or with which it is most nearly connected, to make and/or use the 
invention. The instant claims are directed to the prevention of a hyperproliferative 
disease; however, in the instant case, the specification does not disclose sufficient 
information to enable the prevention of cancer. The burden of enabling the prevention 
of any hyperproliferative disease would be greater than that of enabling a treatment for 
the specific hyperproliferative disease. In the instant case, the specification does not 
provide guidance as to how one skilled in the art would go about preventing any 
hyperproliferative disease or how the patient could be kept from being susceptible to 
these diseases. Nor is there any guidance provided as to a specific protocol to be 
utilized in order to prove the efficacy of the presently claimed method in preventing any 
kinds of hyperproliferative disease, which is not limited to cancer. The instant 
specification does not even enable for the prevention of cancer, let alone other 
hyperliferative diseases such as restenosis or endometriosis. The instant specification 
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fails to provide guidance as to how to select healthy individual and administering the 
recited composition to prevent the cancer from manifestation. 



Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 1 02 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 

USPQ 459 (1966), that are applied for establishing a background for determining 

obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

Claims 1-11 and 27-51 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over US 6,1 14,397 ('397) from IDS filed October 17, 2005 in view of Merck 
Manual of Diagnosis and Therapy, 16 th ed., 1992, pages 1275-1277. 

'397 teaches a method and composition of employing gossypol, gossypol acetic 
acid, gossypolone and metabolites as effective in treating cancer (See for example the 
abstract and claims 1-14). '397 also teaches gossypol can be combined with other anti- 
cancer therapeutic agents such as cisplatin in a method and composition of treating 
cancer (see abstract and col. 2, line 65 - col. 3, line 1 1 ). 
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'397 does not expressly teach the use of radiation in combination with gossypol 
compounds to treat cancer. '397 does not expressly teach the herein recited regimen of 
the compounds used such as route of administrations and the sequence of 
administration. '397 does not expressly teach the method of treating cancer employs the 
optical isomers gossypol compounds. 

Merck Manual teaches that radiation is one of the common modalities in cancer 
treatment (See page 1276-1277). 

It would have been obvious to one of ordinary skill in the art at the time of 
invention to employ both radiation and gossypol compounds of '397, as racemic or pure 
enantiomers, in a method and composition of treating cancer. It would have been 
obvious to one of ordinary skill in the art at the time of invention to optimize the 
therapeutic regimen of the cancer treatment employing the gossypol compounds and 
radiation. 

One of ordinary skill in the art would have been motivated to employ both 
radiation and gossypol compounds of '397, as racemic or pure enantiomers, in a 
method and composition of treating cancer. Since both radiation and gossypol 
compounds of '397 are known to be useful in treating cancer individually, combining 
them in a composition or concomitantly employing them in a method of treating the very 
same disease (i.e., cancer) would be prima facie obvious, at least additive effect would 
be expected. '397 teaches a chiral center in the claimed compound, and illustrated 
separation for such optical isomers. It is well settled patent law that the skilled artisan, 
knowing a compound contains an asymmetric carbon atom, possesses all resultant 
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optical isomers. The skilled artisan in possession of the designated compounds, 
possesses all isomeric forms of the compound for the old and well known antitumor 
utility. It is well known in the pharmaceutical art that various optical isomers will exhibit 
biological effects at various levels. Absent some difference in kind between the various 
isomers the skilled artisan would have seen each isomer as prima facie obvious (see In 
reAdamson and Duffin, 125 USPQ 233 (CCPA 1960)). The skilled artisan would have 
expected optical isomers to be separable and isomers so separated to exhibit 
physiological effects at varying levels. Possessing a compound known to contain chiral 
centers, places all the resultant compounds in the skilled artisan's possession. It would 
follow therefore, the instant claims recite prima facie obvious subject matter and are 
properly rejected under 35 (JSC 103. 

One of ordinary skill in the art would have been motivated to optimize the 
therapeutic regimen of the cancer treatment employing the gossypol compounds and 
radiation since optimization of the resulted parameters (e.g., dosage and regimen) is 
routinely done in the art and thus obvious as being within the purview of skilled artisan. 

Examiner notes that the herein claimed mechanism of action of gossypol must be 
present in the method suggested by the cited prior arts since the products and its 
intrinsic properties cannot be separated. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to San-ming Hui whose telephone number is (571) 272- 
0626. The examiner can normally be reached on Mon 9:00 to 1 :00, Tu - Fri from 9:00 to 
6:00. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Sreeni Padmanabhan, PhD., can be reached on (571) 272-0629. The fax 
phone number for the organization where this application or proceeding is assigned is 
571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-21 7-91 97 (toll-free). 




-San-ming Hui/ 
Primary Examiner 
Art Unit 1617 



